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A3ERIVIATED nEW JRUG APPLICATICH 1Statement Date 83-900
OR SUPPLEMENT
AF_ Mumher
Hame and Address of Applicant (City and State) Original I
Smith Kline & French Laboratories Amendment
Philadelphia, PA 19101 - : Supplement
* ’ Resubmission
Correspondance
‘ Report
- i i Qther
Purpose of Amendment/Supplement Date(s) of Submission(s)
manufacturing information - FPL , ' 2-19-76
Pharmacological. Category Mame of Drug
amphetamine Benzedrine (amphétamine su]fatep
Dosage Form(s) Potency (ies) ) How Dispensed
Ry  XXXX
tablet 5 mg. and 10 mg. .
. QT C
Packaging/Sterilization Samples Related [ND/iDA/MF
7 included = N not required .
Labeling

satisfactory per medical officer's review of 2-23-76

Biologic Availability

not required in the Federal Register notice

Establishment Inspection . ,
satisfactory per related HFD-322 memo of 1-22-76 based on inspection of 3-14-75

Components, Composition, Manufacturing and Controls

satisfactory

Remarks

approval majarski

¢ :lus-ion

REVIEWER | DATE\




CHEMIST'S RASVIEY FOR Fecaral RPegister ANDA ilumbar
UBREVTT\—?:D LM neyq APPLICATION Statemant Date 83-900
OR SUPPLEMENT k
. AF-  MNumber
@WP anl Address of Agolicant (City and Statz]) T 10riginal —=
Smith Kline & French Laboratories : - Amendment XXXXXX
Philadelphia, PA 19101 Supplement . —
| Resubmission
Corraspondance ’
. Report
. - Othar XXXXX —
'urpose of iAmenamant/Suoolemant Data(s) of Sibmissicnis,
decontrolled from 17-072 to 83-900 2-22,9-17,10-15 1973
1 7-26,12-10, 1974
10-15-75
‘harmacological Catagory iame of Drug
amphetamine - ‘Benzedrine. -
Josage Form(s) _ Potency (ies) How Dispensad
= . R
tablet _ | amphetamine sulfate X XXXXX
7 5 and 10 mg.
an mg 0TC
‘ackaging/Starilizacion Samples Related I&D/DA/MF ~
17-071: spansule .

.abeiing R ‘
requires labeling note : package insert approved by division 5-21-75

{7oTogic Availability

not required.

stablisament Inspection

satisfactory. .

S

-

.omponants, Composition, Januractur1ng and Controls
as per issuing letter

lemarks
inadequate

ma jarski
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EVIEHER - | DATE
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i R 5 SHGAMNIZATICN 2, NIOA HUMDER
T 0SE 1 /077
3 S OF APPLICANT (City and State) 4, ODATE NDA APPRQVED
Attention: Robsrt L. Bean i __
3 5. IF PRIOR TO OC T Vi
OATE APPROVIE &
a "9]01 EFFICACY
5. 7. NOKPROPRIETARY NAME N
8. SUPPLEMENT
NUMBER DATE
Benzedvine tablets Amphetamine sulfate
9. PURPOSE QF SUPPLEMENT 10. AMENDMENT DATE(s)
1t. OTHER DATE (Report, erc.:
_ fugust 6., 1971
12. PHARMACOLOGICAL CATEGORY 13. AF NUMBER
14-395
) 16. RELATED IND/NDA/VF/s:
14, DOSAGE FORM 15, HOW DISPENSED
Crx Jore
Tablets 5 ma. - 10 ma, : CNS stimulants/
,1_7. POTENCY((ies) 181 NAS/NRC . anorectic agent
Dgge&nw ‘CTIREVIEWED -
19. CHEMICAL NAME 20. . RECORDS AND REPORTS v
. CURRENT REVIEWED .
-motny]ohenetl*\,lamme sulfate LJves Jno L ves e
? 21, CHEMICAL FORMULA N
id -
—_ .
,.,..»-—:‘{ ;
\\\ [V B -
i /1 & :’ 3 \._'-":j ! /J : o ,
5 I ; {2 &
E L \ ! . !
B RV
3 ST e )
4 ) o
. 22. REMARKS™
« . . f_y - ”0!"
' will
in -
)J )l ;JM“rxL a
: ,J 23. CONCLUSIONS
Application is inadequate in regard to section 505(b)(4).
k -7
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» - Entes cvalualion or comments for esch ilem. [ nacessars, cautinee on S x 104 paor, ;iu PA NUISER
/ ey continuation to jtom by number. Enter ¢ NC*t if uo changs or <¢NA» If noé applicasle. i ] /—072
25, COMPONENTS AND COMPOSITION (6, 7

AdeQU;feﬁy Desc?ibed

-

26. FACILITIES AND PERSONNEL (82,0)

Adequately described

27. SYNTHESIS (§¢) =

Mot described - will meet comnendia monogrash

28. RAW MATERIAL CONTROLS (84d,¢)
a, NEW DRUG SUBSTANCE

- Tested according tc compendia monograph

b. OTHER INGREDIENTS

; Adequate - Except for - Yor equivalent" is td6 general must specify
] 23. OTHER FIRM(S) (§1)

; SKF will perform all onerations

o R 33. MANUFACTURING AND PROCESSING (3¢,h,j,k) ’ . -

.y

i Adenuately described

Eod 31. COHTAINER (4f)

fmber giass

b - "
b, . - Adeauately described OMF
N W

boA

i o]

!

32, PACKAGING AND LABEULING (8L,m)

Satisfactory

33. LAEORATORY CCNTROLS (fn-Procecs and Finished Dosage Fomm) (§n)
Heed clarificetion of averaging 3 UY scans in finished product assay

Ui rartn

‘34. STABILITY (8p) —
Satisfactory for amber glass - n=ed commitment to continue in P.E.

Ttadn

LA

25. CONTROL NUMBERS (8¢)

3 __satisfactary

26. SAMPLES AND RESULTS (9)

i 3

g B VALIDATION s . b. MARKET PACKAGE

LT Hot reauirad -

; E 37. LABELING (4)

‘ ’3 Nratt
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NDA 83-500 CHEMIST'S REVIEW FOR ANDA OR SUPPLEMENT

-

NAME AND ADDRESS OF APPLICANT:
Smith Kline & French
Philadelphia, PA "

DATE(S) OF SUBMISSION(S)
S-007 September 14, 1979

S/NC September 20, 1979

S/NC August 11, 1980

S/NC November 30, 1981
PHARMACOLOGICAL CATEGORY NAME OF DRUG ' " HOW DISPENSED

Amphetamine Benzedrine (Amphetamine) Sulfate RX -
DOSAGE FORM POTENCY STERILIZATION

Tablet 5 mg & 10 mg NA _
SAMPLES

NA .
LABELING

NA

BIOLOGIC AVAILABILITY
NA

ESTABLISHMENT INSPECTION
NA

COMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS
S-007 Update to Components, Composition, Manufacturing & Controls

PACKAGING
NA

STABILITY
S/NC - received stability data (Ack & Ret)

REMARKS AND CONCLUSION

R-010 NAI
S-007 Approve

S/NC (4) Ack & Ret (5
KJFurnkranz < & 5// (D { 3
e




CHEMIST's  REVIEW FOR Statement Date: ' NDA NUMBER:

ABBREVIATED NEW DRUG APPLICATION 83-900/S-003
Or SUPPLEMENT ' 7 ' . /5—004
NAME AND ADDRESS OF APPLICANT : : ORIGINAL
. : ‘ _ : AMENDMENT
Smith Kline & French Laboratories SUPPLEMENT xxxx
Philadelphia, 'PA 19101 . ‘ , RESUBMISSION
. . CORRESPONDENCE
PURPOSE OF AMENDMENT/SUPPLEMENT REPORT T
revised formula and.mangfacturing and control changes OTHER
A ) - ' [DATE(s)-of SUBMISSION(.
- . ’ 9‘1] '78 .
PHARMACOLOGICAL CATEGORY - INAME OF DRUG ) HOW DISPENSED
. amphetamine amphétamine sulfate . . - 7} RX XxXxxx QTC
DOSAGE FORM(S) POTENCY(IES) ' | ,.JR.ELATED IND/NDA/DHF
“. :fab1et o . 5 and'10_mg.' . v.-. ? _
STERTLIZATION T SAMRLES T D -
ABELING ~ -

3I0LOGIC AVAILABILITY

:STABLISHMENT INSPECTION

OMPONENTS, COPOSITION, MANUFACTURING, CONTROLS

.. - satisfactory

- -t 3

2ACKAGING

STABILITY
Protocol:

' -E‘xp.' Date:

REMARKS AND approval majarski
CONCLUSION: '
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